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DETAILED ACTION 

Status of the claims: Claims 1, 4, 8-12, 14-19 are currently pending. Claims 14-19 
were newly presented. 

Priority: This application is a 371 of PCT/EP03/05261 (06/04/2003) and claims priority 
to EUROPEAN PATENT OFFICE (EPO) 02077366.9 (06/17/2002). 
IDS: The IDS dated 1 1/6/2008 and 8/8/2006 were considered. 

Election/Restrictions 

1 . Applicant's election of Group I (claims 1-4) in the reply filed on 1 1/6/2008 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

2. Applicant also elected the species of S,S-reboxetine succinate. Because the 
generic claim encompassing the elected species was not found patentable (as detailed 
in the following rejection), the claims are restricted to the elected species only and the 
remaining subject matter held withdrawn. Since applicant did not indicate the claims 
reading on the elected species, the examiner has determined that claim 1 reads on the 
elected species and claims 4, 8-12, 14-19 are hereby withdrawn. 

Claim Rejections - 35 USC § 102/103 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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4. Claim 1 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the alternative, 
under 35 U.S.C. 103(a) as obvious over WO 01/01973 ('973, cited in the IDS). 

The instant claims read on the succinate salt of 2S,3S enantiomer of reboxetine. 

The prior art reference teaches S,S-reboxetine (a.k.a. 2S,3S enantiomer) and 
pharmaceutically acceptable salts thereof. The reference teaches on page 17, a list of 
50 pharmaceutically acceptable salts starting at line and specifically teaches succinate 
at line 18. 

Anticipation - 102 

The prior art discloses the specific compound and its salts. The reference 
teaches examples such as phosphates, sulfates, acetate, succinate, fumarate, etc. 
Pharmaceutically acceptable salts are well known in the art and form a small genus of 
derivatives that one of ordinary skill in the art would immediately envisage as 
alternatives for a given pharmaceutical compound. Thus the reference reasonably 
anticipates the instant claims. 

This conclusion is supported in the MPEP 2131 .02: 

When the compound is not specifically named, but instead it is necessary to select 
portions of teachings within a reference and combine them, e.g., select various 
substituents from a list of alternatives given for placement at specific sites on a generic 
chemical formula to arrive at a specific composition, anticipation can only be found if the 
classes of substituents are sufficiently limited or well delineated. Ex parte A, 17 USPQ2d 
1716 (Bd. Pat. App. & Inter. 1990). If one of ordinary skill in the art is able to "at once 
envisage" the specific compound within the generic chemical formula, the compound is 
anticipated. One of ordinary skill in the art must be able to draw the structural formula or 
write the name of each of the compounds included in the generic formula before any of 
the compounds can be "at once envisaged." One may look to the preferred 
embodiments to determine which compounds can be anticipated. In re Petering, 301 
F.2d 676, 1 33 USPQ 275 (CCPA 1 962). 



Application/Control Number: 10/588,808 
Art Unit: 1626 



Page 4 



Here one of ordinary skill in the art can immediately envisage the instantly claimed 
invention from the small genus of salts disclosed in the prior art. 

In further support of this conclusion, the MPEP cites relevant precedent in 
section 2131.02: 

In re Sivaramakrishnan, 673 F.2d 1383, 213 USPQ 441 (CCPA 1982) (The claims were 
directed to polycarbonate containingcadmium laurate as an additive. The court upheld 
the Board's finding that a reference specifically naming cadmium laurate as an additive 
amongst a list of many suitable salts in polycarbonate resin anticipated the claims. The 
applicant had argued that cadmium laurate was only disclosed as representative of the 
salts and was expected to have the same properties as the other salts listed while, as 
shown in the application, cadmium laurate had unexpected properties. The court held 
that it did not matter that the salt was not disclosed as being preferred, the reference still 
anticipated the claims and because the claim was anticipated, the unexpected properties 
were immaterial.). 

Because the prior art describes pharmaceutical salts of the identical compound and it 
discloses succinate as a suitable salt of the prior art, the claims are anticipated based 
on the reasoning in Sivaramakrishnan. 

Obviousness - 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Alternatively, the claims are obvious over WO 01/01973 ('973, cited in the IDS). 
A person of ordinary skill in the art, upon reading the '973 reference, would 

recognize the desirability of improved methods of formulating the pharmaceutical 
disclosed therein. The reference teaches a finite number of available pharmaceutical 
anions (including succinate) well known to be useful for formulation of salts of drugs. 
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Thus, it would have been obvious to a person of ordinary skill in the art to try the anions 

in an attempt to provide an improved formulation of the claimed drug, as a person with 

ordinary skill has good reason to pursue the known options within his or her technical 

grasp. In turn, because the drug product as claimed has the predicted properties taught 

by the prior art, it would have been obvious to make the claimed drug product. 

The obviousness of the claims is also supported by MPEP § 2143: 

The rationale to support a conclusion that the claim would have been obvious is that 
"a person of ordinary skill has good reason to pursue the known options within his or her 
technical grasp. If this leads to the anticipated success, it is likely that product [was] not of 
innovation but of ordinary skill and common sense. In that instance the fact that a 
combination was obvious to try might show that it was obvious under § 103."KSR, 550 

U.S. at , 82 USPQ2d at 1 397. If any of these findings cannot be made, then this 

rationale cannot be used to support a conclusion that the claim would have been obvious to one 
of ordinary skill in the art. 
Example 1: 

The claimed invention in Pfizer, Inc. v. Apotex, Inc ., 480 F.3d 1348, 82 USPQ2d 
1321 (Fed. Cir. 2007) was directed to the amlodipine besylate drug product, which is 
commercially sold in tablet form in the United States under the trademark Norvasc©. 
At the time of the invention, amlodipine was known as was the use of besylate anions. 
Amlodipine was known to have the same therapeutic properties as were being 
claimed for the amlodipine besylate but Pfizer discovered that the besylate form had 
better manufacturing properties (e.g., reduced "stickiness"). 
Pfizer argued that the results of forming amlodipine besylate would have been 
unpredictable and therefore nonobvious. The court rejected the notion that 
unpredictability could be equated with nonobviousness here, because there were only 
a finite number (53) of pharmaceutically acceptable salts to be tested for improved 
properties. 

The court found that one of ordinary skill in the art having problems with the 
machinability of amlodipine would have looked to forming a salt of the compound and 
would have been able to narrow the group of potential salt-formers to a group of 53 
anions known to form pharmaceutically acceptable salts, which would be an 
acceptable number to form "a reasonable expectation of success." 

Therefore, it would have been obvious to one of ordinary skill in the art to select the 
succinate salt and arrive at the claimed invention. 
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Conclusion 

The claims are not in condition for allowance. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert Havlin whose telephone number is (571) 272- 
9066. The examiner can normally be reached on Mon. - Fri., 7:30am-5pm EST. 

If attempts to reach the examiner by telephone are unsuccessful the examiner's 
supervisor, Joe McKane can be reached at (571) 272-0699. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Robert Havlin/ /Rebecca L Anderson/ 

Art Unit 1 626 Primary Examiner, Art Unit 1 626 



